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SECTION 17
RETENTION
INTRODUCTION

Retention in the Clinical Trial (CT) and Observational Study (OS) components of the Women's Health Initiative
(WHI) is crucial to the success of the WHI. Retention refers to the overall strategies and procedures used to assure
a participant’s adherence, performance, participation, and contact in the study. Retention of study participants as
defined by the study protocol is the dominant focus after the participant is randomized (CT) or enrolled (OS).

This section describes study-wide and local retention activities designed to keep participants interested and active in
the study. These activities include enhancing participant identity with WHI, providing incentives for ongoing
participation, and having regular, ongoing contact with study participants. Follow-up contacts conducted in a
personal and motivating way allow the Clinical Centers (CCs) to continue a professional, caring relationship with
the participant throughout the entire study, which will help maintain the participant’s retention.

Every effort should be made to encourage full participation until the end of the study. Before a participant decides
to discontinue participation in the study, specific retention activities should be conducted to encourage her to
continue. Suggestions for dealing with those who are reluctant to continue as full participants in the study
(“retention challenges”) and strategies to promote adherence to study requirements are included in this section. In
addition, procedures for locating hard-to-find or “lost” participants and transfer procedures for participants who
move during the study are included.

Occasionally a participant will become unable or unwilling to fully participate in the study, necessitating a change
in her participation status. Participation expectations for each component of the study and procedures for changing
participation status, if necessary, are described in this section.

Participation status includes both intervention and follow-up status. A participant changes intervention status if she
is not willing to participate in the WHI intervention(s) to which she was randomized or she needs to stop
intervention for safety or other reasons. If full participation is not possible, it is important to maintain some form of
contact with the participant. For example, a woman who insists on “dropping out” of the intervention should be
encouraged to still come in for CC visits. For a woman who refuses CC visits, it is important to at least get
agreement to contact her by mail and/or phone to follow her medical history. A participant’s follow-up status
changes if she is not willing or able to participate in full follow-up, if she cannot be located, or if she has died.
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General Activities to Promote Retention

Retention of study participants is the primary focus of activity following enrollment or randomization in the WHI.
Retention has several components: adherence (taking study pills), performance (maintaining low-fat dietary
consumption), and participation (attending or completing DM Intervention sessions, attending follow-up visits, and
accepting phone calls). Strategies and procedures to assure a participant's retention, adherence, performance,
participation, and identification with WHI must be used throughout the course of the study, from initial screening to
the last follow-up contact. Below is a list of retention enhancement methods; some are implemented on a study-
wide basis (e.g., the newsletter), and some are recommended strategies for CC use (e.g., appointment reminders).
Each CC should implement its own local retention efforts to complement study-wide activities and designate staff
members with specific retention responsibilities.

A table at the end of this section (Table 17.1 - Summary of Retention Activities) summarizes retention activities for
the various components of WHI and provides a quick reference to other Volume 2 sections dealing with retention
and adherence issues.

Clinical Center Facilities and Operations
CC Environment

The CC environment should be clean, pleasant, and oriented to the comfort of the participant. A quiet waiting
room area, an efficient reception and appointment scheduling area, appropriate reading materials and posters, and a
clean, organized interview area are important. Pleasant experiences with the CC staff, visit contents, appointment
scheduling, and exiting can all encourage the participant to continue in the study. A feedback mechanism for the
participants, for example a suggestion box in the waiting area, may be a good idea.

Convenience and Accessibility
Aspects of convenience and accessibility include:

e telephone access

e CC location

e availability of transportation
e convenient clinic hours

Depending on local circumstances, different approaches may be used. Appointments should be available at times
and on days that do not interfere with the participant’s working schedule. All CCs should have at least some
appointments available on evenings or weekends, outside of usual working hours. Pre-arranged parking should be
available if at all possible. Maps, parking information, and public transportation information should be made
available to participants.

Convenience and accessibility should be reviewed at each CC twice a year and obstacles eliminated to the greatest
possible degree. Parking fee reimbursements or other travel expenses or arrangements may need to be considered
by the CC if retention lags due to transportation problems. You may need to come up with creative solutions to
help transportation problems. For example, local churches or other volunteer organizations may be able to help
through the use of their van or other vehicles and/or by providing volunteers to drive participants to and from visits.

Time in Clinical Center

The length of a CC visit, as well as the time waiting for the visit, may be of vital importance in keeping participants
returning for visits over a prolonged period of time. Try to keep total CC visit time on all visits to a minimum, but
not be so brief at follow-ups that the travel time and effort seem excessive. It is especially important to keep
waiting times to a minimum. If an extended waiting period becomes necessary, do what you can to avoid anxiety
and hostility in the participant:
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e encourage completing or review of study forms

e  explain the situation and give the participant some alternatives from which to choose

e  offer the option of seeing another staff member, if possible, or rescheduling if necessary
® have the daily newspaper, magazines, or other reading materials available.

17.1.2 Clinical Center Staff
17.1.2.1 Participant-Staff Relationships

A key element in successfully maintaining long-term participation is the development of a personal relationship
between the individual participant and individual members of the staff. Good communication is essential to
promoting and maintaining retention in the study. Consistency among staff and clarity of instructions are key to
good communication. At all times, the participant should be helped to understand the beneficial nature of
participation in the study. Encourage her to ask questions at visits, or to call between visits to clarify questions and
problems that may arise. Assure participants that they should not hesitate to bring up any issues of concern.

17.1.2.2 Retention Specialist

It is recommended that each CC identify CC staff to serve as retention specialists. This staff member or members
will participate in developing local retention strategies, will serve as contacts for Clinical Coordinating Center
(CCC) retention activities, and will coordinate management of retention problems at the CC. Retention specialists
should identify CC activities to promote retention that can be offered to women in each component of WHI.

17.1.3 Participant Identification with WHI (Required)
All CC staff should focus on promoting participant identity with WHI. Regular communication from the CC will
encourage such identity. Building participant identity with WHI should begin during the recruitment process and
continue through the end of the study. The following are suggestions for activities to promote identity with WHI.

17.1.3.1 Routine Contacts

During Recruitment

Early identification with WHI may enhance a woman’s interest in joining the study. Inclusion of the WHI logo
and catch-phrase “Be Part of the Answer” on brochures, posters, and other recruitment materials help promote
identity with WHI. In addition, identify barriers to attending screening visits and develop procedures and materials
to help overcome barriers. For example, send women maps showing the location of the CC clinic and
transportation/parking information. Elevators and rooms should be clearly signposted with welcoming messages
and the WHI logo. Distribute CC contact information: from the first contact, it is important to let women know
that they are always welcome to call the clinic with questions or concerns.

Other activities or materials may be used to promote identity during recruitment, such as reports or letters from a
significant person outside the study (e.g., community spokesperson, congressperson, governor) pointing out the
importance of WHI and the valuable contribution being made by each participant. Thank you cards sent to potential
enrollees following their initial screening visit may also encourage further participation in the screening process.
These cards should stress the importance of the study and your appreciation to the participant for her interest.

During Enrollment

During enrollment/randomization into WHI, the participant receives a baseline welcome packet (see Section 4.4.11
- Baseline Welcome Packet) and other materials designed to promote identity with the study, including:

e WHI logo kit folder (required for CT and OS) - ordered through the CCC using Form 172 - Supplies Order
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WHI magnet with the CC name and telephone number (required for CT and OS) - provided annually by the
CCC during the recruitment phase

Membership Identification Card (required for CT and OS) - ordered through the CCC using Form 172 -
Supplies Order (see Section 17.1.3.3 - Membership ldentification Cards)

“Welcome to the [study component]” handouts (required for CT and OS) - ordered through the CCC using
Form 172 - Supplies Order

WHI Calcium Handout (recommended for OS, required for CT, except for DM Intervention women who
receive a modified low-fat version during their DM sessions) - ordered through the CCC using Form 172 -

Supplies Order

Component-specific Chart Stickers (recommended for CT and OS) - ordered through the CCC using Form 172
- Supplies Order

Exercise Brochure (required for CT) - ordered through the CCC using Form 172 - Supplies Order

Other NIH approved health brochures (recommended for CT and OS, CC discretion) - see Section 2.3.2.6 -
Other Equipment and Supplies and Section 17.1.3.6 - Health Information and Education

Contact schedule or appointment reminders (recommended for CT)
Component-specific information, such as USDA Dietary Guidelines (DM Comparison group participants only)

and Hormone Replacement Therapy (HRT) Handbook (required for HRT participants) (see Section 4.4.13 -
Participant Hand-Outs)

During Follow-up

During follow-up, maintaining identification with the study is particularly important for retention. Identification is
promoted by regular contact with the CC and by distributing materials that keep the participant connected to the
study. The goal is to have some type of contact with every participant at least every six months, whether by mail,
telephone, or in person. These contacts help promote retention in study activities. Identification after enrollment is
achieved through several activities:

Annual follow-up visits and contacts with the CC (See Section 16 - Follow-up Contacts)
Incentives (see Section 17.1.6 - Retention Incentives (Required))

Participant Newsletter (CT and OS) - see Section 17.1.5 - Participant Newsletter (Required)
DM Newsletter (DM dietary change participants only) - see Section 6.12.2 - Newsletter

Birthday, thank you, anniversary, bereavement, and holiday cards - CCs are encouraged to maintain contact
with participants by sending greeting cards to mark special occasions in the participant’s life. Birthday (a new
card is designed annually), thank you, and multi-purpose, generic cards can be ordered through the CCC using
Form 172 - Supplies Order. (Run the Happy Birthday Report (WHIP 0788) for a list of participants with a
birthday during any specified month.) Purchasing/designing and distributing other types of greeting cards
(anniversary, bereavement, or holiday) is at CC discretion.

Involvement of Family Members

Encourage the support and involvement of participants' family members throughout WHI using the following
strategies:
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17.1.3.3

17.1.34

17.1.3.5

o Invite husbands, partners, or significant others to attend the CC visits, especially the initial visits, as well as
special events held during the course of the study. Both retention and adherence are more likely if family
members are involved in the process.

. Encourage family members to learn about the study's purpose and general design, and inform them of the
ongoing safety monitoring of participants.

. Encourage family members to notify the CC if the participant becomes ill or happens to be out of town when
contact is to be made or a visit scheduled.

Membership Identification Cards

Participant membership identification cards are distributed to participants at the time of enrollment (OS) or
randomization (CT). The purpose of these cards is to provide a quick identification of the participant’s name and
study ID, give the participant easy access to her CC’s telephone number, enhance identification and bonding with
WHI, and provide the participant with a card to show her health care provider, if appropriate.

These wallet-sized cards are printed with the WHI logo and CC name and phone number on one side. A label
including the participant’s name, participant ID, and ID barcode is placed on the backside of the card at time of
enrollment. At the same time, mark the participant’s study component(s) with a permanent ink marker. The label
may need to be replaced periodically throughout the study, depending on wear. Membership cards are ordered
through the CCC using Form 172 - Supplies Order.

Participant Representative

Clinical Centers are encouraged to establish a participant representative to meet periodically with the CC staff.
Representatives can provide CC staff with the participant’s perspective on the WHI experience. She may be able to
help address barriers to retention by making suggestions, for example, about enhancing the waiting room
environment, helping to deliver educational and informational materials, organizing alternative or cooperative
transportation, and providing feedback from other participants.

CC Group Events and Activities

Clinical Centers are encouraged to plan events and activities to promote retention. The frequency of retention
events and activities is at the discretion of the Clinical Centers. Clinical Centers are encouraged to consider their
own CC’s retention data and resources when considering the frequency of events and activities.

Open house events where all WHI participants are invited to attend are permitted, if study component information is
not made apparent. During studywide events, care should be taken to avoid contamination between DM Dietary
Change and Comparison groups. Topics for discussion at events and social activities should focus on information
not related specifically to one study component or another and should not include discussion of topics relating to
WHI interventions (e.g., nutrition) or outcomes. For example, it is okay to present health information such as tips
for quitting smoking, but is not okay to present information on ways to prevent heart disease. Discussion of study
progress (e.g., number of randomizations to date) is appropriate. Non-health related activities, for example, fashion
shows or WHI birthday parties are allowed. During events, express appreciation for participating in the WHI and
reinforce the importance of every participant's continued involvement to the success of the study.

Foods served at CC-wide events should include moderate- or high-fat choices as well as low-fat choices, similar to
the acceptable cultural foods of your region. Although low-fat choices should not be stressed, avoid serving "junk"
food or foods that send an unhealthy message; given that this a study on women's health, we don't want to promote
the use of unhealthy foods. Fat content of foods should not be labeled and recipes should not be provided. If a
separate meeting is held for Dietary Change participants, then it would be appropriate to serve only low-fat foods
and to provide recipes. For DM participants, CCs should focus adherence and retention efforts on Dietary Change
group participants rather than on DM Comparison group participants.
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17.1.3.6

17.14

17.14.1

17.1.4.2

The following is an example of a studywide event: A "WHI birthday party" to celebrate the WHI is held. All
participants (CT and OS) are invited, and they may bring a spouse or guest. Participants are asked in advance not to
identify themselves by group assignment. A large hall is rented as the site for the reception, and a variety of low-
fat and "regular-fat" foods are available. In addition, a large number of door prizes, donated by local merchants, are
distributed. After a brief overview of WHI recruitment progress, an invited speaker presents a brief talk of interest
to participants.

Health Information and Education

Both CCC and CC staff will address participant health information and concerns in standardized formats. Some
suggestions for distribution of health information are the following:

. Create a distribution center or display for free health-related (not diet-related) materials in the waiting area or
other convenient, accessible location. Free publications approved by the National Institute of Health (NIH)
for WHI distribution (see Section 2.3.2.6 - Other Equipment and Supplies) can be ordered from the NIH by
calling 1-800-4-CANCER. Publications not on this list need NIH approval before being distributed to
participants. Health materials developed by the CC must be approved by the CCC, following the standard
procedures for CC materials review, before distribution at the CC. The display might include copies of the
informed consent forms for participants to read again, if interested, or health educational videos for viewing
on site or at home.

. Compile a list of all local services and programs for health promotion (e.g., smoking cessation) and for special
support groups (e.g., bereavement, cancer). Copy and display this list at the distribution center. Make these
referral sheets available for participants at each local site.

. Invite participants to health promotion events that do not interfere with WHI interventions, such as sessions
on smoking cessation or administering CPR.

Tracking (Required)
Tracking System for Study Visits

The Post-Randomization Visit Reminder (WHIP 0787) is a WHILMA report generated by CCs that lists, by target
date, all women who are due for a given post-randomization follow-up visit during a specified time period. This
report should be used with your CC’s system to track and set up participant follow-up contacts.

CC Visit Appointment Reminders

During the screening and randomization phases, when the CC process is still relatively new to participants, CC staff
may contact participants by telephone to remind them of upcoming CC appointments, check to see if they have
questions or concerns, and make sure they are properly prepared (e.g., fasting, wearing light clothes).

During follow-up visits, use appointment reminders to prompt participants to come for CC visits and to bring their
current medications, study pill bottles, forms, and food records with them. These reminders can be postcards,
telephone calls, or letters. To save time, you may want to send a postcard or letter to the participant well before the
visit time window, reminding her that she is due for a visit and asking her to call the clinic for an appointment.

During all contacts, use procedures to aid participants in overcoming any reluctance to attend follow-up visits, such
as a discussion of transportation reimbursement or daycare facilities, if available. Remind participants at each
follow-up visit that they have ready access to study personnel. Specify the days and hours for your CC, as well as
after-hour contacts. Encourage participants to call with questions, concerns, or symptoms.
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17.1.4.4

17.1.4.5

Thank You Cards Following CC Visits

You may want to send a thank you card or postcard following attendance at clinic visits, either screening and/or
follow-up visits. Stress the importance of these visits and your appreciation to the participant for taking the time to
come into the clinic. Thank you cards can be ordered through the CCC using Form 172 — Supplies Order.

Maintaining Up-to-Date Personal Information on Participants

It is important to maintain contact with participants for the full duration of the study to ensure that study results are
valid and, at the very least, to ensure that vital status (dead or alive) is known on each participant at the end of the
study. The task of maintaining contact with participants will be facilitated by maintaining up-to-date personal
information in each participant’s file. Although participants are not required to answer every question on Form 20 -
Personal Information, encourage them at a minimum to complete questions on full name including middle initial;
address; phone number; the names, addresses and phone numbers of two personal contacts; Social Security
Number; and name of health care provider. It is generally preferable to have personal contacts who are younger
than the participant, in good general health, and who are not likely to move during the course of the study.

It is important to confirm during follow-up contacts that information on the participant’s name, address, phone
number, personal contact information, and health care provider is still current. This information should be
reviewed at least once a year with the participant, even if she does not visit the clinic. If any of this information has
changed, the participant should update Form 20 - Personal Information, and the participant’s personal information
should be updated on the member screen in WHILMA. This will minimize the possibility of participants becoming
“lost” at any subsequent stage of the study. Participants should be asked to provide the name of a new personal
contact if either of the personal contacts named at the start of the study is no longer suitable to act as a contact
person.

Maintaining Complete and Deliverable Participant Addresses

When a participant’s address is found to be no longer valid, the undeliverable address should be flagged on the
participant’s member screen and activities should be initiated to establish the participant’s new address (see Section
17.2 - Locating “Hard to Find” Participants). Each month, CCs should run two reports to help maintain up-to-
date and deliverable addresses in WHILMA (see Vol. 5- Data System, Section 9.2 - Reports and Appendix D -
WHILMA Reports for information on running these reports):

WHIP 0611 - Members With an Incomplete Address or Long Name/Address. This report provides a list of all
(CT and OS) participants with a problem address (e.g., the address is incomplete or will not fit on a mailing
label). Participants with address lines that are too long should be fixed immediately by using address line 2 for
the second line of the address, or abbreviating words in the first line so that it stays within the 30 character width
limit of the mailing labels. Those that are incomplete should be investigated as soon as possible. If the zip code
is missing, try calling the post office or, if that fails, call the participant to obtain the correct address. If you
cannot fix the address right away, set the undeliverable address flag on the “Contact Information Screen” in
WHILMA. This will prevent mailings, such as OS follow-up mailings or the participant newsletter, from being
sent to an undeliverable address. Try to fix incomplete addresses within two weeks of their appearance on the
report. Participants will continue to appear on this report until either the address has been fixed or the
“undeliverable address” flag has been set.

WHIP 1211 - Undeliverable Address Report. This report provides a list of all (CT and OS) participants with
undeliverable addresses (indicated by the undeliverable address flag) in the CC’s database. The report does not
include those with participation status of “no follow-up”, “deceased”, or “lost to follow-up”. Items that may
appear on the report are the participant’s name and (undeliverable) address; participant ID; home phone; work
phone; a note indicating that the workplace should not be contacted, if applicable; best time to call; phone of
other contact; follow-up status; and date the undeliverable address flag was turned on.

For participants appearing on this report, attempt to correct the address by contacting the participant at home and,
if necessary, at work. If these attempts fail, telephone her personal contacts using information listed on the
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17.1.5

17.1.5.1

17.1.5.2

report. If preliminary attempts to contact the participant fail, initiate a formal search to locate the participant (see
Section 17.3.1 - Initiating a Search to Locate Participant (Form 23) (Required).

Undeliverable addresses should be updated as soon as possible, since a participant will not receive any mailings
until the address is fixed. The sooner you try to get an address correction, the more likely you will be successful
in tracking down the participant. Undeliverable addresses should be corrected within one month of appearing on
the report. Participants will continue to appear on this report until the “undeliverable address” flag has been
removed or follow-up status changes.

Participant Newsletter (Required)

All CT participants receive a trial-wide WHI newsletter (WHI Matters) twice a year during the fifth and tenth
months after the anniversary of their enrollment month; OS participants receive the newsletter once a year during
the fifth month after their enrollment anniversary month. The goal of the participant newsletter is to present news
about WHI in an interesting and readable fashion, to encourage retention of study participants, and to promote
participant identification with WHI as an important, national research effort. The newsletter is also useful in
keeping up-to-date addresses for participants. All participants, unless otherwise requested, receive the newsletters
at their home addresses. Clinical Centers are responsible for documenting on Form 7 - Participation Status those
participants who request to be deleted from the newsletter mailing list.

A newsletter written specifically for DM dietary change participants is also distributed three to four times per year.
For information about this newsletter, see Section 6.12.2 - Newsletter.

Production and Distribution

The CCC is responsible for the production and distribution of the annual newsletters, including content, design,
layout, graphics, production costs, and coordination of printing through the Government Printing Office. Staff
members at the CCC or any of the CCs are welcome to contribute ideas or articles for consideration. The CCC is
responsible for keeping CCs informed of deadlines relating to submission of these articles.

The CCC is responsible for the mailing of the annual newsletters to CT and OS participants. Clinical Center-
specific return addresses are printed on the newsletters mailed to that CC’s participants.

Content

Newsletters include both project-specific and general, health-related information. Each newsletter includes the

following general content areas:

. A column from the WHI Director at the NIH describing the progress and importance of the WHIL

. A section with articles on relevant health topics (not diet related).

. A section describing overall progress on study activities.

. A section with features and interviews of WHI participants.

. A section featuring segments submitted by and about the CCs (optional).

The following guidelines are to be followed for all newsletter submissions:

. Articles should be written at a 6th grade reading level; a slightly higher level may be acceptable for more
complex articles, such as science or health articles.

. Original sources for articles, such as articles reporting the results of scientific research, will be carefully
consulted for technical accuracy and kept on file at the CCC.

. When quoting an individual, the interviewer must ask the individual for permission to quote him or her.
Quotes must be used verbatim, with quotation marks. Quotation marks are not used unless a direct quote is
cited.
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17.1.5.3

17.1.6

. If quotations are used from sources such as magazines, journal articles, or books, permission must be obtained
from the publisher. This information is cited at the end of the article (for example: used with permission,
name of source, date). When contacting a source to obtain permission, be sure to identify yourself as a non-
profit research organization; permission will usually be granted without a fee. When reprinting cartoons,
permission must be obtained from the syndicate that represents the cartoonist.

The newsletter staff and Project Directors at the CCC make initial discretionary decisions regarding newsletter
content, appropriateness of articles, readability level, layout, and emphasis in coverage. Before final approval by
the Project Office and Steering Committee, a draft of the newsletter is sent to the following committees for input
and approval: Behavioral, CC Staff Group, Observational Study, and Special Populations.

Updating Addresses for Undeliverable Newsletters

One purpose of the participant newsletter is to help CCs make sure that they have up-to-date address information
for each participant. A mailing label for each participant’s newsletter is generated at the CCC based on the address
listed on the Personal Information Screen in WHILMA. When the address on the mailing label is incorrect and the
newsletter is not deliverable, the local Post Office will notify the CC. This notification is in the form of a
photocopy of the mailing portion of the newsletter, along with address correction information (because newsletters
are mailed bulk rate, undeliverable newsletters are neither returned nor forwarded to the new address). The CC is
charged for each notification of an undeliverable address ($.50 per address as of 10/95). Update the contact
information screen in WHILMA immediately when an address correction notification is received to ensure that
future mailings are sent to the correct address and to avoid additional postal charges.

When a CC is notified of an updated address, the CC should try to contact the participant by telephone to make
sure that her telephone number is still current. If this contact is made as soon as the CC is notified of the change of
address, there may still be a recorded message with the new number, if it has changed. If a new telephone number
is obtained, update the Personal Information Screen in WHILMA.

If a participant has a changed address, the Post Office does not forward the newsletter. The CCC will send an extra
supply of newsletters annually to each CC. When you are notified of a new address, you may want to put one of
the extra newsletters in an envelope and mail it to the participant at her new address; otherwise, she will not get a
newsletter that year. Another option is to notify the CCC of the change, and a new newsletter will be sent to the
participant from there. Note: you may not mail the newsletters using the “Bulk Rate” permit printed on the
newsletters. This is for CCC use only and misuse by CCs can result in the cancellation of the CCC’s mailing
permit.

If address correction information is not available (i.e., “forwarding address unknown”), set the undeliverable
address flag on the “Contact Information Screen” in WHILMA and initiate procedures to locate the participant.
Try to contact the participant and, if necessary, telephone her personal contacts using information listed on Form
20 - Personal Information to get an updated address. If preliminary attempts to contact her fail, initiate a formal
search to locate the participant [see Section 17.3.1 - Initiating a Search to Locate Participant (Form 23)
(Required)]. Participants with an undeliverable address will appear on the Undeliverable Address Report (WHIP
1200) the next time it is produced (see Section 17.1.4.5 - Maintaining Complete and Deliverable Participant
Addresses).

If the Post Office indicates that the participant is deceased, initiate contact with persons listed on Form 20 -
Personal Information. If a death is confirmed, update Form 7 - Participation Status, complete Form 120 - Initial
Notification of Death, and process according to procedures outlined in Volume 8 - Outcomes.

Retention Incentives (Required)

All participants coming in for annual visits receive a retention incentive provided by the CCC. In addition, Clinical
Centers may provide their own incentives, within budgetary constraints, in the form of small gifts (e.g., pencil,
lapel pin, t-shirt) or health information (non diet-related). Incentives will generally include the WHI logo to
promote identification with the project.
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17.1.6.1

17.1.6.2

17.1.6.3

17.1.7

Annual Incentives Provided by CCC

The CCC produces and delivers to the CCs one retention incentive (e.g., magnet, mug, bookmark, pocket planner)
per year for each CT participant and guidelines for distribution at the annual visit. The CCC also provides a
retention incentive for OS participant attending their Year 3 annual visit. Selection of annual incentives is subject
to approval by the Behavioral, CC Staff Group, and Special Populations Committees.

CC Incentives

Each CC may use its own incentives for increasing participant retention. Examples of incentives are small gifts
(e.g., t-shirts, bags, certificates of appreciation), educational materials (e.g., non diet-related health brochures),
coupons (e.g., free coffee or soft drink from local cafe), or raffle tickets for small prizes (e.g., every participant who
comes in for a follow-up visit is entered in a monthly drawing for a small prize). Clinical Centers may purchase
incentives, if their budget allows, or obtain donated incentives from outside sources. If incentives are donated from
outside sources, it is important that the WHI not appear to endorse a particular company or product. Therefore, a
donated incentive cannot include both the WHI logo and the sponsors name or logo, unless a disclaimer of
endorsement of the sponsor appears on the incentive.

Distributing Incentives

All participants should receive an annual retention incentive when they come in for their annual visit. It is probably
easiest to hand out the incentive at the same time during each visit; use whatever timing works best for you. If a
participant does not attend her annual visit, try to mail that year’s incentive to her.

Research shows that incentives can help improve retention when their distribution is accompanied by a positive
message. Please take the idea of an incentive seriously. When the incentive is distributed, be sure to stress that this
is a token of our appreciation for her time and effort. For example, you may want to say something like:

“Thank you so much for your ongoing participation in WHI. As a token of our appreciation for your efforts,
would you please accept this [incentive]? We know it is a small measure of the time and effort that you have put
into the study so far, but we want you to know how important you are to us. Because of your contribution and the
contributions of other women like you, we will be able to answer important questions about women’s health.
Remember, you are part of the answer! Thanks again, and we hope you enjoy the [incentive]!”

Media Relations and Handling Adverse Publicity

All sites would be well advised to pre-plan, as much as possible, their organizational response to media inquiries
should a controversial announcement or event occur. Identifying spokespersons, establishing response protocols in
advance, and communicating this information to all staff can help to minimize disruption. It may prove helpful to
set up protocols and divide responsibilities for handling inquiries from the press, participants, and other key
audiences should the need arise. In some cases, especially when a national or study-wide response is needed, the
NIH Project Office is likely to supply talking points and a referral list of national WHI spokespersons to the CCs.

In all situations, crisis or otherwise, credibility is the key to successful media relations. With reporters, always be
honest, brief, direct, and calm. Never say “no comment” and never “go off the record”. Do not avoid or ignore a
reporter’s call. Honor deadlines. Be factual, accurate, and timely in your responses. Do not be argumentative or
defensive. Cultivate positive and professional relationships with reporters and follow through appropriately. If
facts or remarks end up not being accurately represented, contact the reporter immediately and politely request that
the correct information be supplied to their audience. This may not always result in a retraction or a correction, but
it will put the reporter on notice that you are vigilant, focused on accuracy, and willing to work with them to
produce better quality stories for their audiences.

Whenever you are representing WHI on a national level, make sure that your comments apply to the study as a
whole, and not to just your own CC. Information that is not accurate for the study nation-wide can generate a lot of
work for other centers who may then have to spend time responding to participant inquiries and clearing up
misconceptions resulting from the interview or story.
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17.2

17.2.1

Clinical Center Activities for Retention Challenges (Required)

Clinical Centers are required to initiate special retention activities for those participants identified as “retention
challenges”. A participant is considered to be a “retention challenge” if she wants to change her participation
status in the study, i.e., if she is no longer willing to fully participate in the intervention to which she was
randomized or she is not willing to fully participate in follow-up activities.

There are two types of participation status:

1) Intervention status, the degree to which a CT participant is willing to participate in the WHI
intervention(s) to which she was randomized. CT participants having problems with adherence to the
intervention (e.g., an HRT participant who is unwilling to take her study pills) are considered intervention
retention challenges and require special retention activities.

2) Follow-up status, the degree to which a CT or OS participant is willing to participate in follow-up
activities. CT and OS participants who refuse follow-up visits and/or contacts are considered to be retention
challenges, as are those who consistently miss visits without actually refusing to participate. Both types of
follow-up retention challenges require special retention activities.

Before removing a participant from full intervention and/or full follow-up activities, CC staff should conduct
special retention activities to try to reverse the participant's decision to reduce participation and maintain retention
in all relevant aspects of the study (unless safety is an issue).

Those participants who decide to reduce their participation level can usually change one aspect of their participation
and continue to maintain activity in the other aspects of WHI, i.e., even when a participant has dropped out of the
intervention, the CC should still maintain her follow-up participation, unless otherwise requested.

Refer to Table 17.2 — Summary of Clinical Center Activities for Retention Challenges for an overview of
procedures for retention challenges by study component.

Refer to Section 17.4 - Changes in Participant Status and Form 7 — Participation Status) for information about
changing participation status.

Identifying Retention Challenges and Tracking Special Activities

Most participants will perform their WHI activities as planned with no retention difficulties. Some participants,
however, will want to reduce or eliminate their intervention or follow-up participation status due to a variety of
reasons. These retention challenges need more attention and motivation from CC staff.

Use the general model described below to try to identify participants who are retention challenges before they are
lost to follow-up or decide to drop out of the study. Detailed information on conducting special activities specific
to study component is located in the following sections: for HRT/CaD intervention challenges, refer to Section
17.2.2.2 — Initiating Special Activities for HRT and CaD Retention Challenges; for DM intervention challenges,
refer to Section 17.2.3.2 — Initiating Special Activities for DM Retention Challenges; for CT and OS follow-up
challenges, refer to Section 17.2.4.2 — Initiating Special Activities for Follow-up Retention Challenges.

. Conduct Standard Procedures. Ensure that all standard procedures as listed in Sections 5 (HRT), 6 (DM), 7
(CaD), 8 (0S), 15 (Medications), 16 (Follow-up Contacts), as well as this section, have been attempted to
maintain the participant’s full participation in WHI.

. Identify Retention Challenges. Develop a system for identifying retention challenges (e.g., regularly review
WHILMA reports on adherence, note women who miss annual appointments) and initiate special activities as
soon as possible. Specific ways to identify intervention retention challenges for each part of the CT are listed
in Section 17.2.2.1 — Identifying HRT and CaD Intervention Retention Challenges and Section 17.2.3.1 —
Identifying DM Intervention Retention Challenges. Identify follow-up retention challenges is described in
Section 17.2.4.1 — Identifying Follow-up Retention Challenges.
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o Conduct Special Retention Activities. Attempt special retention activities as appropriate to promote
retention. The CC should develop its own list of possible special retention activities that fit within the CC
budget, preferences, and judgments. Try different activities for each participant, depending on previous
experience with the participant and with her particular problems. Involve the appropriate intervention staff in
making decisions about choice of activities. In addition to the special activities described below, refer to
Table 17.3 — Reasons for Poor Retention and/or Adherence to help better understand some of the reasons
participants may have with adhering and staying in the study, and Tables 17.4 - Strategies to Retain Full
Farticipation in CT and OS, 17.5 - Strategies for Adherence to CT Intervention, and 17.6 — Examples of
Retention Strategies.

It is at the CC’s discretion to decide whether or not to complete retention activities in specific situations
or for certain women. For example, when a participant reports that her doctor has told her to go off WHI HRT
study pills so that she may go on (active) HRT, some CCs may conduct retention activities (attempt to discuss
the importance of the WHI trial and alternative treatments with the woman and/or her physician), while other
CCs may decide to not interfere in the doctor-patient relationship. Similarly, when a woman says she is too ill
to continue on intervention, CCs should decide whether or not to conduct retention activities, depending on
the type and severity of her illness and other factors.

Participants who say they want to become inactive often change their minds after a "cooling off" period,
so waiting for a few weeks or more may be appropriate. If a participant indicates that she wants no further
contact with WHI, retention activities should be put on hold for a few months. After this period, CC staff
may attempt to dissuade her from inactivation. Each CC should develop a system for tracking participants
during this period.

. Conduct Retention Meetings Regularly. Staff with retention responsibilities should hold regular meetings
to discuss general and participant-specific retention issues. These staff include but are not limited to the
Clinic Manager, Lead or Group Nutritionist, Clinic Practitioners, the Principal Investigator or designee,
Behavioral Scientist, and any other staff identified as retention specialists. Each CC should identify the key
retention staff and schedule regular meetings to meet the needs of the clinic flow. Use these meetings to
discuss general ideas for improving CC-wide retention, adherence, participation, and other interactions with
participants. Discuss specific participants who pose retention challenges at these meetings and decide upon a
course of action with the appropriate staff present. Before changing the status of any participant (see Section
17.4 - Changes in Participant Status), obtain agreement at a meeting that all strategies have been exhausted
and that changing status is the only option open at this point.

. Document and Track Special Activities. When a contact has been made to conduct special retention
activities with a participant who has a retention (or adherence) problem, complete and data enter a Form 24 —
Adherence and Retention Worksheet to help document and track activities (refer to Vol. 3 — Forms,
Instructions for Form 24 — Adherence and Retention Worksheet and Vol. 5, Appendix B.3.4 — Adherence and
Retention Worksheet). This optional worksheet can be helpful by keeping track of which participants have
received contacts, recording the result of the contacts, and identifying participants needing further retention
assistance. If additional retention contacts are needed following the initial contact, complete the “date for
next contact” portion of Form 24. The names of participants needing additional contact, as indicated on Form
24, will then appear on the Member Adherence and Retention Activity Tracking Report (WHIP 1238) to help
CCs keep track of the need for and timing of additional contacts.

A new Form 24 should be completed for each special retention activity. Note that Form 24 is for
special activities that occur between participants with retention problems and the CC primary contact for that
activity (e.g., Lead or Group Nutritionist for DM Intervention, Clinic Practitioner for HRT and CaD,
Interviewer for missed follow-up visits, etc.); Form 24 does not need to be completed for routine retention
activities (e.g., newsletters, appointment reminders).

Although use of Form 24 is optional, its use is strongly encouraged as a way to help track activities,
especially by CCs who do not have other retention activity procedures and tracking systems in place. Note
that there is not a “right” or “wrong” way to use Form 24. CCs should use the form in whatever way it is
most useful in helping them track retention activities.
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17.2.2

17.2.2.1

17.2.2.2

o End Special Activities. If special retention/adherence activities have not been successful and the participant
insists on “no” or “less than full” participation in follow-up or “no” participation in intervention, refer to
Section 17.4 - Changes in Participation Status.

o Re-Contact Non-Participants Occasionally. Contact participants with less than full participation status at
least once a year throughout the study to see if they are willing to resume some or all aspects of their
participation (see Section 17.4.5 - Reactivation of Participants with Changes in Participation Status).

Special Activities for HRT/CaD Intervention Retention Challenges

This section describes special activities designed for retention challenges enrolled in the HRT or CaD intervention
study component. It includes information on identifying HRT and CaD Intervention retention challenges, initiating
special activities for retention challenges, tracking and documenting special activities, and ending special activities.

Identifying HRT and CaD Intervention Retention Challenges

Intervention retention challenges in HRT and CaD are defined as having either low adherence (less than 80% of
study pills) or non-adherence to the intervention’s pill taking regimen. Participants identified as retention
challenges require special retention activities to improve adherence (refer to Section 17.2.2.2.1 — Intensive
Adherence Program (IAP) for specific procedures).

Clinical Center staff may identify HRT or CaD intervention retention challenges at a clinic visit, telephone contact,
mail contact, or through discussion with other CC staff. Retention challenges in HRT and CaD can be identified in
at least four ways:

. Participants with a calculated adherence rate of less than 80% at a clinic visit, based on pill weights or pill
count estimates. However, if a participant has poor adherence but a concrete, reasonable reason for such poor
adherence rate (e.g., loss of the pill bottle, inability to return to the CC to obtain more pills in time, illness),
she may not require special retention activities.

. Participants with responses to the adherence questions on Form 10 - HRT Management and Safety or Form 17
- CaD Management and Safety that indicate adherence problems. Both Form 10 and Form 17 contain an item
to check if the participant should be referred to the IAP based on the interview.

. Participants who CC staff determine need more assistance with adherence regardless of the adherence rate
calculated. Examples of participants who may need special retention activities even though they meet the
guidelines for good (>80%) adherence are:

- Participants who the CC interviewer feels could benefit from a more systematic approach to adherence
discussion. This could occur if the interviewer has limited discussion skills or minimal experience with
adherence problems, or sees a situation with multiple or diverse adherence problems.

- Participants who express concern about study pill symptoms or impact on health problems.

- Participants who anticipate or are going through major changes in their routines, such as illness or death
of a family member, extended trip away, etc.

While a participant is not removed from active HRT or CaD intervention status for low adherence, achieving an
adherence of rate of at least 80% is desired if the goals of the study are to be met.

Refer to the HRT/CaD Medication Adherence (WHIP 1260) report to identify which HRT/CaD women need special
retention activities to improve their adherence. Also refer to 17.2.2.1.3 - Documenting and Tracking Special
Activities for HRT/CaD Retention Challenges for a list of other reports and forms that may be useful in identifying
which HRT/CaD participants need special activities.

Initiating Special Activities for HRT and CaD Retention Challenges (IAP)
When a participant has been identified as an HRT or CaD retention challenge, initiate the special retention activities

outlined in Section 17.2.2.2.1 — Intervention Adherence Program (IAP). To help keep track of special activities,
complete Form 24 — Adherence and Retention Worksheet.
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17.2.2.2.1

Section 7.2.2.2 - Dealing with Non-Adherence, and Tables 17.3 — Reasons for Poor Retention and/or Adherence,
17.4 - Strategies to Retain Full Participation in CT and OS, 17.5 - Strategies for Adherence to CT Intervention, and
17.6 - Examples of Retention Strategies provide interviewers and CPs with additional items for discussion and ideas
for improving adherence and retention of HRT/CaD participants. These are methods of identifying participants
who have poor adherence before they become non-adheres.

Intensive Adherence Program (IAP)

Adherence to study pills is an important part of the WHI study design and critical for testing the study hypothesis.
The Intensive Adherence Program (IAP) is a series of special non-data-collected participant contacts aimed at
improving poor adherence and dealing with pill adherence problems. IAP contacts are made with participants who
report low adherence or because of CC staff referral for adherence problems. The number, frequency, and content
of the contacts vary according to participant need and CC staff discretion.

IAP Staff

The CC staff person(s) initiating and coordinating the IAP (IAP Coordinator) must have experience and skills in
communication, adherence monitoring, and study pill dispensation. Some C.c.s will have more than one IAP
Coordinator and will assign a specific coordinator to a specific participant based on CC developed criteria. This
coordinator may be a CP or directly monitored by the CP. This person should also be one of the primary contacts
for the participant at the CC to increase rapport and promote consistency and continuity in participant contacts.

Initiating the IAP

Initiation of the IAP comes from the CC staff person(s) coordinating the program at your CC. The method of
initiation is the same, regardless of how the participant was identified. Use the IAP Checklist to assure good
communication and documentation of strategies used (see Figure 17.2 - Intensive Adherence Program Checklist).
Complete the top portion of the JAP Checklist with the participant information and the reason for enrollment into
the IAP. If the IAP Coordinator is available, the participant can be enrolled in the IAP immediately at the time of
identification. If the IAP Coordinator is not available, the CC staff can let the participant know that someone will
follow up with her on a future phone call. Use 17.3 - IAP Participant Call Record to help track call attempts and
contacts

Number of IAP Contacts
There should be at least two contacts made with the participant for the IAP: one to initiate the IAP and one to

follow-up. The IAP Coordinator decides how many contacts are needed, balancing participant need with CC
workload. The participant should also be encouraged to request more calls as needed.
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Content of IAP Contacts

The content of the IAP contacts will vary, but include defining the specific nature of the adherence problem, self-
monitoring of the problem, identifying solutions for the problem, and follow-up to see if the solutions worked in
either eliminating the problem or making it better. The focus should be on the behavioral, symptom-related,
cognitive, and affective reasons for poor adherence and what to do about them (see also Table 17.3 - Reasons for
Poor Retention and/or Adherence).

IAP contacts should follow the simple steps described below. Suggested materials produced for use in the program
to help guide the staff person through the steps of the program are included in this section.

1.

Define the specific nature of the adherence problem.

Discuss with the participant her adherence patterns during her time with WHI. Many adherence problems will
have shown up before in similar ways. Discuss her adherence during the most recent period and the specific
problems recently identified. Identify the point at which the participant started having difficulties, the time
course (whether episodic or constantly occurring), and the participant's best guess as to the cause of the
adherence problem. If the participant does not think she has an adherence problem per se, review her
adherence in the very recent past. Ask for times that the participant has forgotten to take the pills and what
those times were like.

End this initial discussion with an “assignment” for the participant to self-monitor for a limited period of time
to obtain more information about pill-taking behavior. Ask the participant to record in a diary her own
monitoring of adherence (Figure 17.4 - Daily Adherence Diary). Negotiate the length of time and
approximate dates of this self-monitoring. The minimum time for self-monitoring should be at least one
week; longer would be better. Complete the information in the upper left hand corner of each diary page.
Complete each cell of the Day/Date column on each diary page for each week. Send these pages to the
participant and record the date and your action on the IAP Checklist.

Review the participant’s self-monitoring activity.

The purpose of reviewing the self-monitoring activity is to identify the cues and reinforcers for the adherence
problem. Record pertinent information on the JAP Checklist as you discuss the following topics with the
participant. Ask the participant to refer to her Diary during this discussion. Below are categories of cues and
reinforcers that influence adherence. Point out specially any experiences or Diary notations that fall in these
categories and discuss them in more detail with the participant.

. Symptoms. The most common cue for nonadherence is the experience of a symptom. See Section 5.4 -
Managing Symptoms for a list of HRT-related symptoms and Section 7.3 - Adverse Effects for CaD-
related symptoms. Sometimes the participant will avoid taking study pills altogether when she feels that
they are causing symptoms. Sometimes the participant will take pills sporadically when the symptoms
change or worsen. Questions to ask about symptoms and resulting adherence problems are:

. Frequency of symptoms.

. Severity of symptoms.

. Number of problems due to the symptoms.
. Self-medication for the symptoms.

Some participants attribute unrelated symptoms to the study pills, particularly in blinded studies. For
example, a participant may claim that the pills are making her ear pain worse, when there is no known
link between the ear pain and the active agent or placebo. Ask the participant direct questions about
what she thinks causes the symptoms.

. Emotions and cognitions. Many cues and reinforcers for adherence behavior are emotional in nature.
Common emotions that may drive adherence are fear, worry, anxiety, concern, relief, and strong
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3.

conviction. Participants use these emotions as reasons to not take their pills (e.g., I was worried that the
pills might make my recent illness worse) or as reinforcers (e.g., I felt much better after I stopped taking
the pills). Stress and the resulting emotional reactions often interfere with adherence. Helping to
organize a special event, such as a daughter’s wedding, can be very stressful, and the many associated
emotions and strains can result in poor adherence. Thoughts or cognitions (perceptions) can influence a
participant’s adherence and are often related to emotions. For example, if a woman believes that HRT
causes breast cancer, she will also have fears about her own risk of breast cancer, and a belief that HRT
is harmful. Ask about the participant's beliefs and thoughts regarding her study pills.

Behaviors. Participants often use behavioral cues to remind themselves to take pills. When these
behavioral cues fail, poor adherence can result. For example, if a participant takes her daily pill with her
morning coffee, then she is likely to forget her pill on days when she does not have coffee. Ask the
participant to identify the cues on both the days that she took the pills and on the days that she did not.
Also ask her if something prevented her from responding to her normal cues on the days that she did not
take the pills (e.g., distraction, disruption).

Difficult situations. Often participants do not adhere to their pill-taking patterns when they experience a
disruption in the flow of daily activities. Ask about several kinds of disruptions, including vacations,
work disruptions, weekends and holidays, social events, shopping and day trips, illnesses, and problems
of self and others. Discuss with the participant which of these are planned disruptions (e.g., weekends)
and which are unplanned (e.g., health problems).

Identify solutions

Discuss the adherence problems and potential solutions with the participant. Match the solution to the nature
of the problem. For example, if the problem is emotional, then discuss the emotions that get in the way of
taking the pill. Use the categories of solutions below to discuss strategies for better adherence. Record your
solutions and specific strategies on the IAP Checklist.

Symptoms. Encourage the participant to deal with symptoms using methods that have worked for her in
the past. Offer her new options if the ones she has used are not working. Reassure her that most
symptoms are not signaling harm. Talk about the difficulty in a double-blind trial of not knowing what
she is taking and assuming that the pills are causing all of the problems. Discuss with her the idea that
aging produces changes in a woman's body and that potentially many of the symptoms she is
experiencing might be due in part to these changes. Indicate that some of the symptoms may not go
away, but they can occur “in the background” (be more tolerable) and not interfere with her daily life if
you and she work together. Ask her if she thinks of these symptoms often or just once in a while. Ask
her to identify methods of putting the symptoms “in the background” so that she can keep taking the
pills and get the potential benefits from the trial.

Emotions and cognitions. Deal with each specific fear, emotional reaction, or belief separately.
Validate each reaction as normal and understandable and discuss each belief rationally. Be open about
unknown findings, and correct misperceptions that she may have about the pills and associated health
problems. Ask her if other things in her life have been difficult or problematic. Help her to understand
that many different factors may be causing the emotional reactions that she attributes to the pill regimen.
Ask her if she has a source of social support that can help her with difficulties. Ask her if she gets out
of the house and sees friends and family. Discuss the fact that sometimes friends and family can be
nonsupportive, and that the best sources of social support for her are ones that help but do not nag.
Discuss strategies for obtaining support if needed.

Behaviors. Discuss optional cues that can help the participants remember to take pills. These options
include existing strategies (e.g., pill organizer) and new ones (e.g., asking a family member or friend to
remind the participant on busy or non-routine days). Identify whether the participant has a consistent
problem with forgetting, or whether the memory problem is specific to certain problem areas. For
consistent memory problem, discuss her usual daily activities and how to fit the pills into these
activities. For sporadic problems, identify the specific activities, days, and/or times that remembering
seems to be a problem.
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] Difficult situations. Classify the situations in which the participant has difficulty taking her study pills
into planned and unplanned disruptions. Discuss and strategize about each specific type of disruption.
For planned disruptions, help the participant identify a set of steps to use in the anticipated situations.
For example, some participants take frequent day trips. These can upset her daily routine and can cause
difficulty taking the study pills. However, these types of activities are mostly scheduled in advance and
require just a few additional steps to make sure that pills are available and taken. Participants can
choose a time to review their calendar weekly or monthly to make concrete plans for remembering to
take pills. Unplanned disruptions are more difficult. These types of disruptions in daily routine are
often not noted on the participant’s calendar, and so planning ahead for each one is not an option. For
some participants, however, these unplanned disruptions occur frequently and disrupt pill-taking
behavior. Therefore, it is important that participants with frequent unplanned disruptions develop a
general contingency plan for dealing with them. For example, the participant can keep 1-3 pills in her
wallet, purse or glove compartment for emergencies, while leaving the bottle and pill organizer at home.
Discuss strategies for always being prepared for the unexpected. Ask her for a step-by-step plan for
being prepared for unusual or disruptive situations that she cannot control or anticipate.

4.  Reinforce appropriate attributions

People sometimes set aside or forget motivators and commitments when they are faced with an immediate
frustrating problem like symptoms or stress. Remind participants of the bigger picture as you progress
through the IAP. Weave these comments into all of the above steps as appropriate. These categories of
attributions or viewpoints will help increase adherence.

. Motivations. Remind the participant of her reasons for joining the trial and the skills that she currently
possesses that can get her through the difficult parts. Examples include:

. “I know that you are the kind of person that contributes her time to the WHI because you want to
help others, and you certainly are by continuing to take your study pills.”

. “You have been really successful in the past (or in other situations) taking these pills. Let's figure

out what you can apply from other situations to this one.”

. Persistence. Tell the participant that you know she is committed to taking the pills and seeing WHI
succeed. Examples include:

. “It's wonderful that you can manage your study pills despite the annoyance of minor symptoms or
hassles.”

. “Your persistence with this problem shows that you are highly motivated to do well in this trial.”

. “Your perseverance shows that you can really keep on track with the study pills.”

. Coping. Indicate that the participant has the determination and skills to get through this difficult period.
Examples include:

. “Your ability to come this far is the direct result of your ability to solve tough problems.”

. “I can see by your diary [or our discussion] that you can really figure out this kind of problem.”
5. Check for success

Discuss with the participant her progress and difficulties in trying out some of the strategies you both have
identified. Note her progress on the JAP Checklist. See how the solutions worked in improving or ending the
problem. Have the participant self-monitor again, if necessary, to see where problems have been resolved and
where they still need attention. Keep in contact with the participant and repeat the steps above if the problem
is not resolved.
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Ending IAP Contacts

The IAP Coordinator decides when to end the contacts. The program might end because it is successful or because
it will never be successful, in the judgment of the IAP Coordinator. Document the conclusion of the IAP on the
IAP Checklist. If adherence activities have not been successful and the participant has changed her participation
status, complete Form 7 — Participation Status (see Section 17.2.2.1.4 - Ending Special Activities for HRT/CaD
Retention Challenges).

Reactivating IAP Contacts

Participants might develop different problems over time and therefore become candidates for the IAP more than
once. Follow the procedures outlined above, even if the person has been in the IAP before. The IAP Coordinator
should refer to previous IAP documentation for information about earlier adherence problems and strategies for
managing those problems.

17.2.2.3 Documenting and Tracking Special Activities for HRT/CaD Retention Challenges

The following forms and reports may be useful in identifying which participants need special retention activities
and documenting and tracking activities that have been initiated or completed:

e  HRT/CaD Medication Adherence (WHIP 1260) — Use this report to identify which participants require special
retention activities due to low adherence levels (i.e., less than 80%).

e Form 10 — HRT Management and Safety — This form is completed at each semi-annual visit to evaluate safety
issues related to HRT use. Refusal to complete this form results in a participant’s removal from the
intervention. Item 13 on this form indicates that a participant needs to be enrolled in the IAP.

®  HRT Management Recontact (WHIP 0616) — This form lists participants who need to be recontacted as
indicated on Form 10. The report output indicates whether the needed contact is a one-month safety contact or
an IAP contact.

e Form 17 — CaD Management and Safety — This form is completed at each annual visit to evaluate safety issues
related to CaD use. Refusal to complete this form results in a participant’s removal from the intervention.
Item 11 on this form indicates that a participant needs to be enrolled in the IAP.

e CaD Management Recontact (WHIP 1048) - Use this report to identify which participants should be receiving
IAP contacts, as indicated on Form 17.

e  JAP Checklist and IAP Participant Call Record - Use these to document [AP activities.

e Form 24 — Adherence and Retention Worksheet - This form can be used to track retention activity, to identify
which participants need further adherence/retention assistance, and to indicate when (i.e., date) future contacts
should be made.

®  Member Adherence and Retention Activity Tracking (WHIP 1238) — This report is used to track which
participants have received retention/adherence contacts (based on Form 24 data) and the date to conduct future
contacts, as needed. The report can be sorted by member ID or name, retention problem (i.e., in which study
component), or date for next contact.

17.2.2.4 Ending Special Activities for HRT/CaD Retention Challenges

When special adherence and retention strategies have been exhausted and the participant indicates that she is no
longer willing to take her study pills and/or complete follow-up safety procedures (HRT and CaD) complete a Form
7 - Participation Status to reflect the change in status. If the participant decides to resume with intervention and/or
follow-up activities that had been previously stopped, update Form 7 - Participation Status as appropriate to
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17.2.3.1

17.2.3.2

17.2.3.3

indicate the current level of participation status (i.e., make sure that the participation status [intervention and/or
follow-up status] indicated on Form 7 accurately reflects the level of participation she is currently willing to do).

Try to maintain the highest level of participation that the woman is willing to achieve. Even if she refuses to take
her study pills, it is very important to try to keep her on a high level of follow-up status. Contact participants with
less than full intervention status at least once a year throughout the study to see if they are willing to resume some
or all aspects of their participation (see Section 17.4.5 - Reactivation of Participants with Changes in Participation
Status).

Special Activities for DM Intervention Retention Challenges

This section includes information on identifying DM Intervention retention challenges, initiating special activities
for retention challenges, tracking and documenting special activities, and ending special activities.

Identifying DM Intervention Retention Challenges

Retention challenges for DM Intervention are characterized by difficulty meeting Dietary Change goals and/or
difficulty completing Dietary Change sessions. Refer to Section 6.10 (including all subsections) — DM Intervention
FParticipation and Section 6.11 (including all subsections) — Intensive Intervention Protocol (IIP).

Initiating Special Activities for DM Intervention Retention Challenges

The Group Nutritionist uses the Triage System for DM Intervention to set priorities for managing participants
having retention challenges. The system categorizes participants into one of four adherence categories where Level
1 reflects high adherence and Level 4 reflects low adherence. Refer to Section 6.10.7 — Triage System for DM
Intervention.

Difficulty Meeting Dietary Change Goals

The Group Nutritionist uses high intensity Intensive Intervention Protocol (IIP) procedures with Level 2 and Level 3
participants having difficulty meeting Dietary Change goals. Refer to Section 6.11 — Intensive Intervention
Protocol (IIP).

Difficulty Completing Dietary Change Sessions

The Group Nutritionist most often uses low intensity Interrupted DM Intervention Participation procedures with
Level 4 participants having difficulty completing Dietary Change sessions. However, the Group Nutritionist may
use high intensity IIP procedures with Level 4 participants if CC resources support this level of effort. Refer to
Section 6.10.8 — Interrupted DM Intervention Participation Procedures.

Documenting and Tracking Special Activities for DM Intervention Retention Challenges

The Group Nutritionist documents Intensive Intervention Protocol (IIP) contacts using Form 64 — Individual Data
Sheet and progress notes. The Group Nutritionist tracks IIP contacts using the IIP Triage & Tracking (WHIP 0444)
report. Refer to the following manual sections: Vol. 2, Section 6.11 (including all subsections) — Intensive
Intervention Protocol (IIP), Vol. 3 — Forms, Instructions for Form 64 — Individual Data Sheet, Vol. 5, Section 8.2 —
DM Intervention Group Reports and Vol. 5, Appendix D — WHILMA Reports.

The Group Nutritionist documents Interrupted DM Intervention Participation contacts using Form 24 — Adherence
and Retention Worksheet and progress notes. The Group Nutritionist tracks Interrupted DM Intervention
Participation contacts using the /IP Triage & Tracking (WHIP 0444) and Member Adherence and Retention Activity
(WHIP1238) reports. Refer to the following manual sections: Vol. 2, Section 6.10.8 (including all subsections) —
Interrupted DM Intervention Participation Procedures, Vol. 3 — Forms, Instructions for Form 24 — Adherence and
Retention Worksheet and Vol. 5, Appendix B.3.4 — Adherence and Retention Worksheet.
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17.2.4.2

17.2.4.3

Ending Special Activities for DM Intervention Retention Challenges

The Group Nutritionist stops special retention activities if the participant refuses all contact with the Group
Nutritionist and other CC nutrition staff. Ideally, a non-nutrition CC staff member with retention responsibilities
(e.g., retention specialist or designee) attempts to continue special retention activities when the participant refuses
all contact with CC nutrition staff.

If the participant refuses all contact with CC nutrition staff and all special retention activities have failed, refer to
Sections 6.10.6.2.1 — Non-Participation and 17.4 — Changes in Participation Status for information about stopping
intervention.

Special Activities for Follow-up Retention Challenges (CT and OS)

A participant becomes a follow-up retention challenge and requires special activities when she is unwilling to
participate in follow-up activities, including visits (i.e., annual visits), phone calls, or mailings.

Identifying Follow-up Retention Challenges

Follow-up retention challenges are defined as follows:

e  HRT/CaD Follow-up Problems: Follow-up retention challenges in HRT and CaD occur when a participant
refuses phone and mail contacts during the follow-up period and/or refuses to come in for follow-up visits to
complete the ongoing minimum safety requirements following randomization. Failure to meet minimum
safety requirements will result in the participant’s removal from active HRT or CaD intervention (see Section
16.4.2 - Minimum Procedures Required for a CT Participant to Remain in Intervention).

e DM Follow-up Problems: Follow-up retention challenges in DM occur when a participant (intervention or
control) refuses phone and mail contacts during the follow-up period and/or refuses to come in for follow-up
visits (see Section 16.4.2 - Minimum Procedures Required for a CT Participant to Remain in Intervention).

e  OS Follow-up Problems: An OS participant who refuses phone and mail contacts during the follow-up period
and/or who refuses to come in for the 3-year annual visit is a retention challenge and requires special retention
activities.

Initiating Special Activities for Follow-up Retention Challenges

When a participant has been identified as a follow-up retention challenge, initiate any special retention activities
available to help keep her on full follow-up. See Section 16.4 - Follow Contact Problems for Annual (CT) and
Third-Year (OS) Visits for strategies on managing follow-up contact problems for annual (CT) and third-year visits.
Refer to Section 16.5.3 - CC Date Collection for Non-Respondents to OS Mailings for procedures on initiating
contact with OS participants who have not responded to data collection attempts by mail.

See also Tables 17.3 - Reasons for Poor Retention and/or Adherence, 17.4 - Strategies to Retain Full Participation
in CT and OS, and 17.6 - Examples of Retention Strategies for ideas on ways to keep participants on full follow-up.

Documenting and Tracking Special Activities for Follow-up Retention Challenges

The following forms and reports may be useful in identifying which participants need special retention activities
and documenting and tracking activities that have been initiated or completed:

e Missed Scheduled Visit (WHIP 0799) — This report lists all participants who do not have any encounters for
their most previously scheduled visit (as per the Member Visit Schedule Tracking screen).

e OS Enrolled Members Needing Clinic Follow-up (WHIP 1206) — Lists OS participants who have not
completed a Form 33 — Medical History Update following the mailed data collection contacts (during Year 1,
5,7, 0r9). These women require CC mail or phone follow-up to obtain a completed Form 33.
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e Form 24 — Adherence and Retention Worksheet - This form can be used to track retention activity, to identify
which participants need further adherence/retention assistance, and to indicate when (i.e., date) future contacts
should be made.

®  Member Adherence and Retention Activity Tracking (WHIP 1238) — This report is used to track which
participants have received retention/adherence contacts (based on Form 24 data) and the date to conduct future
contacts, as needed. The report can be sorted by member ID or name, retention problem (i.e., in which study
component), or date for next contact.

Ending Special Activities for Follow-up Retention Challenges

Special activities may be discontinued when one of the following occurs:

e The participant agrees to some level of follow-up participation.
e The participant requests no further contact from the CC.

Try to maintain the highest level of participation that the woman is willing to achieve. Even if she refuses to take
her study pills, it is very important to try to keep her on a high level of follow-up status. Contact participants with
less than full intervention status at least once a year throughout the study to see if they are willing to resume some
or all aspects of their participation (see Section 17.4.5 - Reactivation of Participants).

If at the end of special activities, the participant’s follow-up status has changed (e.g., activities have failed and she
requests “no-follow-up”), complete Form 7 - Participation Status to indicate the change. See Section 17.4.2 -
Changing Follow-up Status for guidelines and procedures on changing follow up status.

If a participant cannot be located, initiate a search to determine her current location (see Section 17.3.1 - Initiating a
Search to Locate Participants (Form 23)).
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17.3.1
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Locating '"Hard to Find'' Participants

The term “hard to find” is used to designate a participant the CC has lost contact with and is searching for.
WHILMA automatically updates the participant’s follow-up status to “lost-to-follow-up” as long as the participant
is not “no follow-up” or “absolutely no contact,” and if:

e  For CT - either no Form 33 within 18 months or no Form 23 with “found” box marked within 6 months

e For OS - either no Form 33 within 24 months or no Form 23 with “found” box marked within 12 months
Initiating a Search to Locate Participant (Form 23) (Required for Vital Status Searches)

If at any stage in the study a WHI participant misses a scheduled contact for an unknown reason, it is important for
the CC to re-establish contact with the participant as soon as possible to ensure that the participant does not become
lost to follow-up.

A search to locate the participant should be initiated in any of the following circumstances:

. A participant misses a clinic visit for an unknown reason and CC staff cannot make contact with the
participant either by phone or by mail.

. A participant fails to return a mailed questionnaire and CC staff cannot make contact with the participant
either by phone or by mail.

. CC staff have unsuccessfully tried to contact the participant by phone for a phone interview, and have been
unable to make contact with the participant by mail.

. Mail sent to the participant has been returned to the CC because the participant is no longer at the address
(and an updated address is not available) and the participant cannot be contacted by phone.

. A participant is listed on WHIP 1591 — Participants Who Are Lost-to-follow-up and Participants Requesting
No Follow-up.

A search need not be initiated if the participant is known to be away (on vacation, for example) and will be
reachable at the address and phone number listed in her file at a later date. The CC staff should exercise discretion
in deciding how soon after a missed contact to begin efforts to locate the participant. In general, a search should be
initiated on all participants whose whereabouts have not been established once the time window for the scheduled
contact has ended.

To initiate a contact search to locate the participant, complete and data enter the top part of Form 23 - Search to
Locate Participant.

Strategies to Locate “Hard to Find” Participants (Recommended)

CCs should develop their own forms and procedures for tracking attempts to locate participants once a Form 23 -
Search to Locate Participant has been initiated. A record of attempts to locate the participant should be kept in her
file (refer to 17.1 - Sample Form to Track Contact Attempts for a sample form to keep track of contact attempts).
Refer to Form 23 for procedures on locating the participant and use it to record which steps have been taken to
locate her.

Each CC should designate one staff member to be in charge of efforts to locate “hard to find” participants although
this person may use other staff members to assist in locating participants with whom contact has been lost. The
range of strategies used to trace participants, the sequence and frequency in which tracing attempts are carried out,
and the amount of effort expended in locating hard to find participants should be decided by each CC, depending
on local circumstances and accessibility of useful sources of information. However, all CCs are required to meet
the overall retention goals.
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In the process of tracing a participant, try to avoid inconveniencing persons from whom information is requested.
Be particularly sensitive when making contact with personal contacts of the participant if it is suspected that she
may be “hard to find” because she has died.

The following strategies may be used to trace missing participants:

. Attempt to contact the participant by phone. Repeat attempts on several occasions on different days and at
different times of day, including evenings and weekends. If the participant is employed, try her work number
as well as her home number. If the participant is not in, leave a message for her to call the clinic with the
person who answers the phone or on the answering machine. If there is no answer after several attempts, the
participant may be away on vacation; try again a few weeks later.

. If the participant’s phone number has changed, try to obtain her new number from the phone book, directory
assistance, or by using a reverse directory (e.g., Polk, Coles). If the participant has changed to an unlisted
phone number, you may request that a supervisor from directory assistance contact the participant and ask her
to call the CC.

. Attempt to contact the participant by mail. Send her a letter with “Address Correction Requested” printed on
the envelope, requesting that she contact the CC.

. If the above is unsuccessful, send a certified letter to the participant’s last known address requesting that she
contact the CC.

. Contact personal contacts named in Form 20 - Personal Information by phone or by mail in order to obtain
updated address and phone number information on the participant, and to confirm that she is not deceased.

. If attempts at contacting personal contacts and the physician are unsuccessful, try contacting neighbors or the
current resident at the participant’s last known address (using reverse directories).

. Check with state and local public agencies, and other sources listed on Form 23 - Search to Locate
Participant as appropriate, including: state death records, local cancer registries (e.g., SEER), State
Department of Motor Vehicles, local Social Security Office, and local voter registration records.

Ending the Search to Locate Participant (Required)
The search to locate the participant should continue until one of the following has occurred:

. you have contacted the participant;
. you have obtained updated phone number and/or address information;
° you have discovered that she is deceased;

. repeated attempts to contact the participant and her personal contacts using all strategies have been exhausted
and you have failed to reach the participant, receive updated phone/address information, or determine that she
is deceased.

This last criterion for ending a search will only apply once attempts to contact the participant have been repeated at
intervals over a 6 month time period. When you have exhausted reasonably accessible avenues of inquiry for
locating lost participants, close out Form 23 - Search to Locate Participant by indicating the search result status.
Enter the date that the search is ended and the result of the search on Form 23, and data enter the form in WHILMA
to close out the search.

If search attempts yield updated address or phone information, update the member screen in WHILMA.

Once contact is made with the “hard to find” participant and/or you have updated phone/mail information, contacts
that she has missed should be rescheduled, if appropriate (See Section 16.4 - CC Follow-up of Missed Contacts). If
upon re-establishing contact with the participant, she states that she is no longer willing to maintain full
participation status in the study, begin retention activities (see Section 16.4 - Follow-up of Missed Contacts).
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If the participant is found to have moved to an address far from the CC and is no longer able to attend clinic visits,
her status should be changed to “no clinic visits” but follow-up by mail and phone should continue (See Section
17.4 - Changes in Participant Status). Participants who have moved and who no longer attend clinic visits may
stay on intervention as long as the minimum safety procedures for their study component are carried out.

If the participant has moved to an address sufficiently close to one of the other CCs to be able to make clinic visits,
arrangements should be made to transfer her to the nearest CC if she agrees (see Section 17.5 - Transfer of
FParticipants Between Clinical Centers).

If search attempts yield information that the participant has died since the last contact, complete Form 120 - Initial
Notification of Death, and process according to procedures outlined in Volume 8 - Outcomes.

The CCC will routinely request searches of the National Death Index for all participants with follow-up status “lost
to follow-up” (see Section 17.3.5 - Searches of the National Death Index).

17.3.4 Procedures for Study Wide Vital Status Ascertainment (Required)
A. Definition of Vital Status

A participant’s vital status is considered to be one of the three following categories: known to be alive, deceased,
or lost-to-follow-up.

Deceased is defined as follows:
e Form 120 - Initial Report of Death or Form 124 - Final Report of Death completed.

Known to be Alive is defined as follows:
e Does not meet deceased criteria, and
e  For CT participants: at least one of the following has happened:
- a Form 33 in the last 18 months, or
- a Form 23 in the last 6 months, with Item 4-Search Result, code 1 — “participant has been located”
marked.
e  For OS participants: at least one of the following has happened:
- a Form 33 in the last 24 months, or
- a Form 23 in the last 12 months, with Item 4-Search Result, code 1 — “participant has been located”
marked.

WHILMA automatically updates the participant’s follow-up status to ‘“lost-to-follow-up” as long as the

participant is not “no follow-up” or ‘“absolutely no contact.” Names appear on WHIP 1591 under the

following circumstances:

e  CT - either no Form 33 within 18 months or no Form 23 with “found” box marked within 6 months.

e OS - either no Form 33 within 24 months or no Form 23 with “found” box marked within 12 months..

e “No follow-up” participants, when they meet the CT/OS criteria for “lost” (bullets 1 and 2 above). However,
to ensure that participants do not fall off of reports, follow-up status remains “no follow-up.”

Note: Participants with “no follow-up” status are only contacted/searched for annually.
Participants’ names will not appear on WHIP 1591 under these circumstances:

e Form 120 — Initial Report of Death and/or Form 124 — Final Report of Death has been data entered.
e Participants with “absolutely no contact” status.
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Note: The lack of Form 33 drives the definition of lost-to-follow-up. It is possible a participant has come into the
clinic in the last 18 months and completed required clinic forms, excluding Form 33. By definition, this participant
will be included on WHIP 1591 — Participants Who Are Lost-to-follow-up and Participants Requesting No
Follow-up because outcomes data are missing. For this reason, CCs should make every effort to collect the
medical information on Form 33 each time they have a routine contact with a participant.

B. Procedures

1. Vital Status Investigation (WHIP 1591)

The CCC began distributing a new clinic-specific report, WHIP 1591 — Participants Who Are Lost-to-follow-up
and Participants Requesting No Follow-up, for main and satellite sites, in January 2000. This report lists all CT
and OS participants defined as Lost-to-Follow-Up (as defined in “Definition of Vital Status” above). The report
includes the participant’s ID, name, current vital status, last Form 33 received date, last Form 7- Participation
Status and 23 — Search to Locate Participant information, and prior follow-up status. For each participant listed
on the report, CCs are required to conduct a search to locate the participant.

WHIP 1591 — Participants Who Are Lost-to-follow-up and Participants Requesting No Follow-up also includes
participants in the CT and OS who have a current follow-up status of “no follow-up,” since Vital Status
ascertainment needs to periodically occur for these women as well.

2. Conducting a search using WHIP